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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 

1 1/19/2008 has been entered. 

2. Accordingly, Claims 1-24, 26, 28-36 are pending. Claims 1-9, 16, 17, 21, 22, 24, 
26, 28-36 are withdrawn as being drawn to non-elected inventions. 

3. Claims 10-15, 18-20, and 23 will be examined on the merits. 

New Grounds of Rejection 
Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 10-15, 18, 19, and 23 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Kopreski et al. (Clinical Cancer Research, Vol. 5, 1961-1965, August 
1999). 
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6. The Claims are drawn to metliod of detecting extracellular RNA from an 
apoptotic body in serum from a patient, the method comprising extracting, separating, 
isolating or purifying the apoptotic body from serum, labeling RNA in the apoptotic body 
or cDNA derived therefrom or its amplified product using a labeled primer or probe 
specific to RNA or cDNA derived therefrom and detecting the labeled RNA or cDNA 
from the apoptotic bodies using fluorescent labeled probes and flow cytometry. 

7. Kopreski et al. teach detecting extracellular RNA in the serum of patients with 
malignant melanoma and in serum samples from normal volunteers as controls. 
Kopreski et al. disclose detection of tyrosine mRNA in the samples from patients with 
malignant melanoma. Kopreski et al. disclose in the "Materials and Methods" the serum 
was prepared by centrifugation at 830 X g for 10 min. Although Kopreski et al. do not 
specifically disclose the RNA detected is from apoptotic bodies, the instant specification 
defines apoptotic bodies "are separated from the cellular fraction of a bodily fluid by 
centrifugation, wherein the non-cellular centrifuged fraction contains the apoptotic body" 
(see p. 8, lines 15-17 of the instant specification). Therefore, Kopreski et al. inherently 
detects RNA from apoptotic bodies by performing the same method for isolating 
apoptotic bodies as disclosed in the instant specification. Kopreski et al. also disclose 
in the "Materials and Methods", amplification and detection of the RNA using specific 
primers and probes and detection methods such as gel electrophoresis and southern 
blot. 
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Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Kopreski 
et al. (Clinical Cancer Research, Vol. 5, 1961-1965, August 1999) in viewof Mok et al. 
(J. Natl. Cancer Inst. Vol. 93(9), pp. 1458-1 464 Oct. 2001). 

1 1 . The Claims are drawn to the method of Claim 10 wherein the RNA is extracted 
from the apoptotic body and hybridized to a solid substrate such as a bioelectric 
interface. 

1 2. The teachings of Kopreski et al. are presented in the 1 02(b) rejection set forth 
above. Kopreski et al. does not teach hybridizing the extracted RNA to a bioelectric 
interface. This deficiency is made up for in Mok et al. 
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1 3. Mok et al. teach identification of potential serum markers in ovarian cancer using 
microarray technology. RNA was isolated and pooled from three ovarian cancer cell 
lines and from three normal human ovarian surface epithelial cells lines. 
Complementary DNA generated from these pools was hybridized to a microarray slide 
and genes overexpressed in the cancer cells were identified (see Abstract). 

14. It would have been prima facie obvious to one of ordinary skill in the art at the 
time the claimed invention was made to use the technique taught by Mok et al. to 
identify RNA of apoptotic bodies in serum/plasma samples. One of ordinary skill in the 
art would have been motivated to do so with a reasonable expectation of success by the 
teachings of Kopreski et al. and Mok et al. because the microarray technology would 
allow a potential screening method to detect increased levels of RNA from apoptotic 
bodies in plasma samples with a high throughput. 

All other rejections of record are withdrawn in view of Applicants amendments to 
the claims in the reply filed on 11/19/2008. 

Conclusion 

1 5. Claims 1 0-1 5, 1 8-20, and 23 are rejected. 

16. No Claim is allowed. 

1 7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MEERA NATARAJAN whose telephone number is 
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(571)270-3058. The examiner can normally be reached on Monday-Thursday, 9:30AM- 
7:00PM, ALT. Friday. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MN 

/Larry R. Helms/ 

Supervisory Patent Examiner, Art Unit 1643 



